
May 18, 1999

Food and Drug Administration
5630 Fishers Lane, room 1061
Rockville, Md., 20852

To whom it may concern,

Accompanying this letter are our comments regarding docket no. 98N-
1038, “Irradiation in the Production, Processing, and Handling of Food,” which
we attempted to send by fax on May 18*. The receiving fax rang continuously
without answering, preventing us from transmitting our comments. Therefore, I
am instead now FedExing them to you, trusting that they will still be given fair
and equal consideration. If this is not the case, or if you have any questions,
please contact meat (30 1) 258=3056. Thank you very much.

Most sincerely,

Mary Finelli
Senior Researcher
Farm Animals and Sustainable Agriculture

iii

J

/!!!4

The Humane socie~
of the United s~tea

Ml~ Fine]Ii
,Senior Rcscareher

F:lrm Anima]s :,ncI
sustainable Agriculture

301-258-30s
Fax: 301-258-3081

:. .=
. . . , , .. ....

The Humane Society of the (Tnited States

2100 L Street, Ml’, M’mhington, DC 20037
~02-~52.l 100”. Fax: 202.77$.6132 . Internet: ~}~llv.hslls.or~ cJYb5



Irradiation in the Production, Processing, and Handling of Food

Docket No. 98N-1038

21 CFR Part 179

Advanced Notice of Proposed Rulemaking

Department of Health and Human Services

Food and Drug Administration

May 18, 1999

Comments of The Humane Society of the United States

The Humane Society of the United States

21(M I. Street, MY Vi’ashingtm, DC 20037

202-452-1100 ● Fax: 202-778-6132 ● Internet: wwv.hsus.org



The Humane Society of the United States (HSUS), on behalf of its more than seven
million members and constituents, appreciates this opportunity to respond to the Food and Drug
Administration (FDA)’s advance notice of proposed rulemaking, “Irradiation in the Production,
Processing, and Handling of Food” [Docket No. 98N- 1038]. Currently, FDA regulations require
that retail packages or displays of foods treated with ionizing radiation include a disclosure
statement (either “Treated with radiation,” or “Treated by irradiation”) prominently and
conspicuously accompanied by the radura, the international symbol of irradiation. This notice
pertains to changes to these regulations which the FDA is presently considering. The HSUS
responds to the agency’s request for input, namely on: (1) Whether the wording of the current
radiation disclosure statement should be revised and (2) whether such labeling requirements
should expire at a specified date in the fbture, by presenting the following explanation of our
reasons for opposing both changes.

Disclosure of a Material Fact of Great Concern to the Public

Undeniably, the current radiation disclosure statement is informational. How this
information is perceived by consumers will, of course, vary with each individual. The more than
5,000 comments which the FDA received back in 1984 in response to its notice on food
irradiation -which ultimately led to the agency’s 1986 final rule requiring the labeling of retail
packages and displays of irradiated food to bear both a radiation disclosure statement and the
radura- attest to the level of public concern about food irradiation. Clearly the information
conveyed in the radiation disclosure statement is very meaningful and important to the public.

The FDA previously determined that irradiation is a form of processing that can produce
significant changes in certain characteristics of a food, such as the organoleptic (e.g., taste, smell,
texture) or holding properties, in a manner that is not obvious to the consumer in the absence of
labeling. It concluded that labeling of irradiated foods is necessary because such processing is a
material fact that must be disclosed to the consumer to prevent deception. This material fact holds
true today. Though it might be apparent that a food product has been processed, this is not the
case for food products (or ingredients) processed by irradiation. They must be prominently and
conspicuously labeled as such in order to prevent the public from being deceived.

The current disclosure statement is a simple, concise declaration of this material fact in the
absence of which consumers would have no way of ascertaining this important information. The
current required statement conveys this information to consumers in a truthfid manner which in no
arguable way can be considered misleading. The statement, prominent and conspicuously
displayed with a radura, is a very valid and effective way to convey this important information to
consumers, including those who may not be able to read English.



Irradiation Hazards

The current radiation disclosure statement does not cause “inappropriate anxiety” among
consumers. There are grave and valid concerns about the safety of irradiated food. The intuitive
concerns of consumers who are unfamiliar with the facts involving food irradiation may very well
be justifiable ones. No long term studies of the human heahh effects of consuming irradiated food
have been conducted. Molecular changes occur in irradiated food which are potentially hazardous.
For example, higher levels of carcinogenic benzene may result. Irradiated food contains unique
chemical compounds that have never been tested for toxicity. Tell-tale “indicator” organisms,
which are harmless but give off odors and other signals indicating that food has gone bad, are
killed by irradiation. Many pathogenic organisms are undetectable, and new or surviving ones may
multiply to dangerous levels in irradiated food, endangering consumers. There are also other
serious human safety and environmental concerns about food irradiation which have not been
adequately addressed.

A substantial portion, possibly a majority, of the population hold strong feelings on food
irradiation for a variety of reasons (e.g., health, environmental, sociological, etc.), and want to be
able to identifi food which has been irradiated. They should have the ability to readily do so. It is
the u of a candid radiation disclosure statement, such as the current one, which would cause
consumers inappropriate anxiety in that they would no longer be able to differentiate between
irradiated and nonirradiated foods and have the freedom of choice to knowingly avoid or consume
them.

Prominent. Const)icuous and Tuthfil Labeling

Since most food has as yet not been irradiated, consumers will understandably continue to
assume that the food they purchase and consume has not been irradiated unless it is so labeled.
Therefore, it would be deceptive not to have a disclosure statement prominently and
conspicuously displayed on a food label or other appropriate device. This holds true for food
products and multi-ingredient products containing any individual ingredients which have been
irradiated. In order for consumers to be able to avoid or purchase and consume the type of
products they want, products must be accurately labeled.

Consumers may not readily recognize the radura and associate it with irradiation.
Therefore, it is important for irradiated food to also prominently and conspicuously display a
radiation disclosure statement. (Allowing this declaratory statement to be no more prominent than
the declaration of ingredients, which are, at times, barely apparent, is not sufllcient. A more
reasonable requirement is for the lettering of said statement to be at least one-third the size of the
largest letter in the product name.) If consumers do become familiar with the radura, it will enable
them to more readily identifi irradiated foods. The radura will also be helpfid to those who do not
read English. It should therefore also be prominently and conspicuously placed.

To even suggest that irradiated food not be labeled as such is outrageous. The irradiation
industry and others who advocate the irradiation of food need to convince the public of its value,
not underhandedly impose it on them with absent or obscure labeling which eliminates their ability



to make a free and informed choice. Irradiation is a relatively new, highly controversial and, to
many people, a highly objectionable and unnecessary method of processing food, It should not be
foisted on the public by concealing the factor distorting it with the use of euphemisms such as
“electronic pasteurization” or “cold pasteurization” - a term which does not even make sense.

Industry’s insinuation that the public is incapable of making an intelligent decision based
on clear and factual identification of irradiated food is patently offensive. (We, in fact, take issue
with the wording of question four in the notice, which implies that the current disclosure
statement wording is “threatening.”) Public rejection of irradiated food may very well be based on
valid concerns about the irradiation process and what it entails. Industry should stop attempting to
pressure the government into concealing from the public the material fact that a food product or
ingredient has been irradiated. If the public interest is the government’s concern, by no means
should the government succumb to this. The FDA being entrusted with the responsibility for the
accurate and truthfid labeling of irradiated food, needs to require that irradiated food products
and ingredients be prominently and conspicuously labeled as such.

No Expiration Date for Any Labeling Requirements

Since food irradiation in the United States is essentially a recent development, certainly for
meat and poultry, it is at best premature to consider the expiration of any radiation disclosure
statement requirements. Once instituted, labeling should prove no hardship for industry (if it ever
is). It may, in fact, then prove more of a hardship for industry they were to expire. Irradiation of
food will always be a material fact which should be plainly disclosed to the public.

The Needlessness of Irradiation

For these reasons, The Humane Society of the United States opposes revising the wording
of the current radiation disclosure statement and the expiration of the labeling requirements at any
date in the fiture. Bacterial contamination of meat and meat products is certainly a very serious
problem. However, irradiation is not an appropriate or feasible way to address this problem. It is
an experimental and potentially dangerous technology which puts the public at unnecessary risk.
There are better approaches which have not been adequately attempted or employed.

In its recent irradiation proposal, the Food Safety Inspection Service of the United States
Department of Agriculture stated: “the load of pathogens on incoming product can vary widely,
due to animal husbandry and sanitation practices.” These husbandry and sanitation practices are
not being effectively addressed by industry or government. There are safer, more effective
methods of pathogen control that should be employed rather than resorting to irradiation.
Irradiation is being looked to as a way to avoid having to address the source of foodborne
infectious organisms - the factory “farming” of animals. Irradiation will also do nothing to control
pathogens in animal manure used as animal feed or as fertilizer for fi-uits,vegetables, and other
crops which can become contaminated as well. It is an unnecessary, desperate measure of grave
concern. Given the significant risks and the needlessness of it, if food irradiation is allowed it
should be forced to meet the most stringent of requirements, including labeling requirements.
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